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DETAILED ACTION 

Claims 1-10 and 16-20 are currently pending in the instant application. 
Claims 11-15 were cancelled by preliminary amendment. 

I. Priority 

The instant application is a 371 of PCT/GB04/03546, filed on August 18, 
2004, which claims benefit of Foreign Application UNITED KINGDOM, filed on 
August 22, 2003. 

II. Information Disclosure Statement 

The information disclosure statements (IDS) submitted on June 12, 2006 
and March 13, 2007 have been considered by the examiner. See Applicant's 
copies of the 1449.4 

III. Restriction/Election 

A. Election: Applicant's Response 

Applicants 1 election without traverse of Group I in the reply filed on 
March 13, 2007 is acknowledged. After a telephonic interview with attorney Lucy 
Padget on March 13, 2007, the Examiner has included the following subject 
matter in claim 1 of Group I that reads "or, when n is 2, the two R 1 groups, 
together with the carbon atoms of A to which they are attached, may form a 4 to 
7 membered saturated ring optionally being substituted by one or two methyl 
groups". Applicants cancelled claim 3 in the Remarks/Arguments filed on the 
March 13, 2007. 
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Subject matter not encompassed by elected Group I are withdrawn from 
further consideration pursuant to 37 CFR 1 .142 (b), as being drawn to 
nonelected inventions. 

IV. Rejection(s) 

Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process 
of making and using it, in such full, clear, concise, and exact terms as to enable any person skilled 
in the art to which it pertains, or with which it is most nearly connected, to make and use the same 
and shall set forth the best mode contemplated by the inventor of carrying out his invention. 

(1) Claims 1,2,4-10 and 17 are rejected under 35 U.S.C. 112, first paragraph, 
as failing to comply with the written description requirement. The term "prodrug" 
in the above claims are not defined in the specification so as to know the 
structures of the compounds that are included and/or excluded by the term. 
Therefore, the specification lacks adequate support for Claims 1 ,2,4-10 and 17. 

(2) Claims 1,2,4-10 and 17 are rejected under 35 U.S.C. 112, first paragraph, 
because the specification, while being enabling for a compound of formula (1) 
(See pages 45-61 of the specification), does not reasonably provide enablement 
for a prodrug of a compound of formula (1 ). The specification does not enable 
any person skilled in the art to which it pertains, or with which it is most nearly 
connected, to make the invention commensurate in scope with these claims. 
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As stated in the MPEP 2164.01 (a), "There are many factors to be 
considered when determining whether there is sufficient evidence to support a 
determination that a disclosure does not satisfy the enablement requirement and 
whether any necessary experimentation is "undue." 

In In re Wands , 8 USPQ2d 1400 (1988), factors to be considered in 
determining whether a disclosure meets the enablement requirement of 35 
U.S.C. 112, first paragraph, have need described. They are: 

1 . the nature of the invention, 

2. the state of the prior art, 

3. the predictability or lack thereof in the art, 

4. the amount of direction or guidance present, 

5. the presence or absence of working examples, 

6. the breadth of the claims, 

7. the quantity of experimentation needed, and 

8. the level of the skill in the art. 

In the instant case 

The nature of the invention 

The nature of the invention is a compound of formula (1 ) or a 
pharmaceutical acceptable salt or prodrug thereof. 

The state of the prior art 

It is the state of the prior art that the term "prodrug" found in the claims is 
defined as a pharmacological substance (drug) which is administered in an 
inactive (or significantly less active) form. Once administered, the prodrug is 
metabolized in vivo into the active compound 
(< http://en.wikipedia.org/wiki/Prodruq >). 
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The amount of direction or guidance present and the presence or absence 

of working examples 

There is no direction or guidance present in the specification or working 
examples present in the specification are that defines or relates to what prodrugs 
are being included in the elected invention. The term "prodrug" is discussed on 
page 7 of the specification and reads on the following "A prodrug may be used to 
alter or improve the physical and/or pharmokinetic profile of the parent compound 
and can be formed when the parent compound contains a suitable group or 5 
substituent which can be derivatized to form a prodrug". The only example given 
of a prodrug is in the general sense of an in-vivo hydrolysable ester. 

The breadth of the claims 

The breadth of the claims is a compound of formula (1) or a 
pharmaceutical^ acceptable salt or prodrug thereof. 

The quantity of experimentation needed and the level of the skill in 

the art 

While the level of the skill in the pharmaceutical art is high, the quantity of 
experimentation needed is undue experimentation. One of skill in the art would 
need to prepare compounds with both similar and different structural radicals 
without any direction as to what structural radical is needed and how different the 
prodrug can be from a compound of formula (1). 

The level of skill in the art is high without showing or guidance as to how 
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to make prodrugs of a compound of formula (1) it would require undue 
experimentation to figure out the starting materials, solvents, temperatures and 
reaction times that would provide prodrugs of the above compounds. 

To overcome this objection, Applicant should submit an amendment 
deleting the term "prodrug". 

(3) Claims 1 ,2, 4-10 and 16-20 are rejected under 35 U.S.C. 112, first 
paragraph, as failing to comply with the written description requirement. The 
"mono- and di-methyl derivatives" in variable R N a in claim 1 is not defined in the 
specification so as, to know the structures of the compounds that are included 
and/or excluded by the term. Therefore, the specification lacks adequate support 
for Claim 1. 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

(4) Claim 1 ,2, 4-1 0 and 1 6-20 are rejected under 35 U.S.C. 112, second 
paragraph, as being indefinite for failing to particularly point out and distinctly 
claim the subject matter which applicant regards as the invention. Claim 1 is 
indefinite for the reasons set forth above under 35 U.S.C. 112, first paragraph. 
Claim 1 contains the terms"mono- and di-methyl derivatives" in the definition of 
R N a. However, the "mono-and di-methylderivatives" are not defined in the 
claims so as to know the metes and bounds of the claims. Therefore, the claim 
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is indefinite. 

V. Objections 

Claim Objections 

Claim 17 is objected to because of the following informalities: the term 
"and" is missing between the last two compounds listed in the instant claim. 
Appropriate correction is required. 

Claim Obiection-Non Elected Subject Matter 

Claims 1,2,4-10 and 17 are objected to as containing non-elected subject 
matter. To overcome this objection, Applicant should submit an amendment 
deleting the non-elected subject matter. 

VI. Conclusion 

Any inquiry concerning this communication or earlier 
communications from the examiner should be directed to Shawquia Young 
whose telephone number is 571-272-9043. The examiner can normally be 
reached on 7:00 AM-3:30PM. 

If attempts to reach the examiner by telephone are unsuccessful, the 
examiner's supervisor, Joseph M-Kane can be reached on 571-272-0699. The 
fax phone number for the organization where this application or proceeding is 
assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from 
the Patent Application Information Retrieval (PAIR) system. Status information 
for published applications may be obtained from either Private PAIR or Public 
PAIR. Status information for unpublished applications is available through 
Private PAIR only. For more information about the PAIR system, see http://pair- 
direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll- 
free). KPMRLA. SAE2D, PH.D. 
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